New endoluminal technology: efficacy and safety--whose responsibility?
New endoluminal technology is being increasingly used in the management of arterial disease. With this increased usage of often experimental devices there is a growing responsibility for clinicians to collect data and report adverse events particularly in the longer term, when initial feasibility studies have been concluded. Many of these devices will have a perceived advantage so great that randomized controlled trials are not feasible. It is important that these perceptions are based on robust data not clinical impressions. The following article discusses methods of device assessment and looks at who is responsible for ongoing device evaluation.